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IV. SMDA INFORMATION 

A. 5 1 0 ( K )  SUMMARY O F  S A F E T Y  A N D  E F F E C T I V E N E S S  

510(k) Summary Of Safety and  Effectiveness 

I. G e n e r a l  I n f o r m a t i o n  

T h i s  Summary  o f  Safety and  Effec t iveness  i n f o r m a t i o n  i s  be ing  submi t t ed  in 
acco rdance  with the  r equ i r emen t s  of the  SMDA of 1990 and  21 $ 807.92  

Establ ishment:  BD Ophtha lmic  S y s t e m s  

Address :  411 LVaverly O a k s  Road 
B L G  2, Sui te  229  

Waltham, MA 02452-8405 
Regis t ra t ion  N u m b e r :  1226073 

Con tac t  Pe r son :  Ei leen T. Schweighard t  
Regula tory  Affairs  Manager  
Tel  No. 201-847-4570 
Fax N o .  201-847-4881 

D a t e  o f  Summary :  August 5,2002 

D e vi c e 

Trade  Name:  B D  K-300OTM Mic roke ra tome  Sys tem 

Classif icat ion Name:  K e r a t o m e  and  Accessor ies  

Classif icat ion:  Class I ( reserved)  

Pe r fo rmance  Standards :  N o n e  Es tab l i shed  u n d e r  514  of the  
Food ,  Drug and  Cosmet i c  Ac t  
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11. S a f e t y  a n d  E f f e c t i v e n e s s  I n f o r m a t i o n  S u p p o r t i n g  S u b s t a n t i a l  E q u i v a l e n c e  

S u b s t a n t i a l  Equivalence Declaration: 

The  term “Substantial Equivalence ’’ as used i n  this 510(k)  Premarket Notif ication is 
limited t o  the definition of substant ial  Equivalence found  i n  the Federal Food, Drug,  
and Cosmetic A c t ,  as amended and as applied under 2 1 CFR J 807, Subpart E ,  under 
which a device can be marketed without pre-market  upprovaf or reclassification. A 
determination of substantial equivaleng under f h i s  notzfication is not intended t o  have 
any bearing whatsoever on the resolution of patent  infringement su i f s  or any other 
patent  matters. No statements related t o ,  or i n  support ofi substantial equivalence 
herein s h a f f  be construed as an admission against interest under the U S  Patent Laws  o r  
their application by the courts. 

Device  Desc r ip t ion  
T h e  BD K-3000TM Microke ra tome  Sys tem is a ba t t e ry  ope ra t ed ,  fully au tomated  Kera tome  
in t ended  device to p r o d u c e  a cornCal resec t ion  p r io r  t o  laser  ab la t ion  f o r  refract ive 
surgical  laser  appl ica t ions  a n d  p rocedures  such  a s ,  in  Laser  In - s i tu  Kera tomi leusus  
(LASIK) surgery.  T h e  Microkera tome is a p rec i se  cu t t i ng  device uniquely  des igned  fo r  
a d d e d  c o m f o r t ,  speed  and  accuracy. T h e  B D  K-3000TM Microke ra tome  Sys tem enables  
su rgeons  to cu t  prec is ion  f laps  quickly a n d  easily. T h e  Microkera tome’s  unique  s h a p e  is 
des igned  to o f fe r  m o r e  c o m f o r t  a n d  eff ic iency while  del iver ing prec is ion  a n d  accuracy. 
T h e  Mic roke ra tome  sys tem features:  

One-p iece  fully assembled  handpiece  allows comple t e  assembly  p r io r  t o  pos i t i on ing  
o n  t h e  eye 
T h e  handp iece  is e rgonomica l ly  des igned  a n d  o f  t i t an ium c o n s t r u c t i o n  t o  increase  
s u r g e o n  c o m f o r t  
All  c o m p o n e n t s  a re  Eully in te rchangeable  f o r  flexibil i ty 

d iameter ,  th ickness  and  u n i f o r m  sur face  quali ty.  
T h e  ke ra tome  head  assures  d e p t h  cons is tency .  T h e  head  houses  a prec is ion  blade 
a n d  del ivers  c o n s t a n t  dr ive a l ignment  t h r o u g h  a d o u b l e  doveta i l  s u c t i o n  ring. 
T h e  ke ra tome  handpiece  con ta ins  dua l  m o t o r s .  O n e  c o n t r o l s  osc i l la t ion  of the  
b lade  a n d  a s e c o n d  t ranslates  t he  head  ac ross  the  eye.  
T h e  ke ra tome  handp iece  automatical ly  r e t u r n s  t o  h o m e  pos i t i on  w i t h o u t  osci l la t ing.  

T h e  ke ra tome  sys tem cons is ten t ly  p r o d u c e s  a co rnea l  resec t ion  o f  a p rede te rmined  

I n t e n d e d  Use  
T h e  B D  K-3000TM Microke ra tome  Sys tem is a ba t t e ry  p o w e r e d  device  i n t e n d e d  to 

p r o d u c e  a co rnea l  resec t ion  f o r  re f rac t ive  laser  appl ica t ions  a n d  p rocedures  in  O p h t h a l m i c  
surgery,  s u c h  as in  Laser  In-s i tu  Kera tomi leuses  (LASIK)  surgery.  T h e  co rnea l  resec t ion  is 
cons is ten t ly  of a p rede te rmined  d iameter ,  th ickness  and  u n i f o r m  su r face  qual i ty  f o r  
prec ise  lamellar  cu ts  a n d  cons i s t en t  f lap 
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Kera tomes  have been  used  f o r  lamellar  (par t ia l  thickness)  resec t ions  f o r  m o r e  thag  
30 years.  M o r e  recently,  J u n e  21, 2001 the  FDA, O D E ,  Diagnos t ics  a n d  Surgical '  
Dev ices  Branch ,  Div is ion  of O p h t h a l m i c  a n d  Ear ,  N o s e  a n d  T h r o a t  Devices  has  
recognized  kera tomes  can  be  labe led  wi th  L A S I K  indica t ions  in  refract ive surgery.  

Pe r fo rmance  evaluat ion ut i l iz ing in -v i t ro  s tud ies  o n  po rc ine  eyes demons t r a t ed :  . Flap  thickness  consis tency,  accuracy  a n d  variabil i ty 
Safety o f  cornea l  resec t ion  
G o o d  qual i ty  of cornea l  resec t ion  

Four  (4) exper ienced  su rgeons  r a t ed  the  qual i ty  o f  t he  s t r o m a l  bed  af te r  cornea l  
resec t ion  of porc ine  eyes a n d  qual i ta t ively evaluated the  Mic roke ra tome  blade 
sha rpness  a n d  cornea l  resec t ion  quali ty.  

T h e  p e r f o r m a n c e  of  t he  pr inc ip le  device  in  ope ra t ion  a s  a to ta l  system i s  
substant ia l ly  equivalent  t o  the  p red ica t e  device o f f e r ing  n o  new ques t ions  of safety 
o r  e f fec t iveness .  

111. Predicate Device Summary Table 
Subs tan t ia l  Equiva lence  

Based u p o n  the  compar i son  of the  i n t e n d e d  use,  t echnology a n d  pr inc ip les  o f  ope ra t ion ,  
des ign  a n d  mater ia ls ,  the  B D  K-3000TM Microke ra tome  sys tem can  be  shown  t o  be  
substant ia l ly  equivalent  t o  the  commerc ia l ly  available pred ica te  devices  ind ica ted  in  the  
table  below. 

Manufac tu re r  

Ins igh t  Technologies  
Inc .  Techno logy  r igh ts  
acqui red  by B D  
O p h t h a l m i c  Sys tems 

Microspecial t ies  Inc .  

? l s r t A b  /U& 
Ei leen  T. Schweighard t  

Predica te  Dev ice  

BD K-3000TM 
Microkera t o m e  
Sys tem ( former ly  
IT1 K e r a t o m e  
Mode l  K-3000)  

Mic roke ra tome  
Blade wi th  H o l d e r  

For IT1 K e r a t o m e  
Sys tem 

Regula tory  Affa i r s  Manager  
Bec ton  Dick inson  O p h t h a l m i c  Sys tems 
Bec ton  Dick inson  a n d  Company  

K - N u m b e r  1 Clearance  D a t e  

K 984537 May 14,1999 

k-Y-OZ 
D a t e  



t 
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

L 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Becton Dickinson & CO. 
cio Ms. Eileen Schweighardt 
Manager of Regulatory Affairs 
I Becton Drive 
Franklin Lakes, NJ 0741 7 

Re: KO22637 
Trade Name: BD K-3000TM Microkeratome System 
Classification Regulation Number: 886.4370 
Regulation Name: Keratome 
Regulatory Class: I 
Product Code: HMY 
Dated: August 7,2002 
Received: August 8,2002 

Dear Ms. Schweighardt: 

We have reviewed your Section 5 lO(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications for 
use stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce 
prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that 
have been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic 
Act (Act) that do not require approval of a premarket approval application (PMA). You may, 
therefore, market the device, subject to the general controls provisions of the Act. The general 
controls provisions of the Act include requirements for annual registration, listing of devices, good 
manufacturing practice, labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may publish 
further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act or 
any Federal statutes and regulations administered by other Federal agencies. You must comply with 
all the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807); 
labeling (2 1 CFR Part 80 1); good manufacturing practice requirements as set forth in the quality 
systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic product radiation 
control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 and 
additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the Office of 
Compliance at (30 1) 59446 13. Additionally, for questions on the promotion and advertising of 
your device, please contact the Offce of Compliance at (301) 594-4639. Also, please note the 

. regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). 
Other general information on your responsibilities under the Act may be obtained from the Division 
of Small Manufacturers, International and Consumer Assistance at its toll-free number (800) 
638-2041 or (301) 443-6597 or at its Internet address 
lit t p : / / n w .  fda . gov/cd rlddsma/ds nianiai n.h t ni 1 

Sincerely yours, 

A. Ralph Rosenthal, M.D. 
Director 
Division of Ophthalmic and Ear, 

Nose and Throat Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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B. STATEMENT OF INTENDED USE 

510(k) Number (if known): k O J L L 3 7  

Device Name: BD K-3000TM Wcrokeratome Svstem ‘ 

Indications for Use: 

T h e  BD I<-3000TM Microkeratome System is a bat tery powered device intended 
to  produce  a corneal  resection for refractive laser appl icat ions and  procedures  
in  Ophtha lmic  surgery, such a s  in  Laser In-situ Keratomileuses  (LASIK) 
surgery.  T h e  corneal  resection is consistently of  a prede termined  diameter,  
thickness and uni form surface quality for precise lamellar cuts  and  consis tent  
f lap generat ion.  

(Please do no t  Write below this line-continue on  apother page if  needed) 
I .---I 
(Division Sign-off) 

‘ h e  and Throat Devises 
Division of Ophthalmic Ear, y-/ 

Concurrence of CDRH,  Office of  Device Evaluation (ODE)  

Prescription Use J Or Over- t he- Coun t er  Us e 

(Per 21 CFR $ 801.109) 

(Optional  format  1-2-96) 
on0021 


